
U.S. FOOD & DRUG 
ADMINISTRATION 

 
 

 

 
  

  
  

Incorporating PRO Instruments in 
the Healthcare Ecosystem 
Session 2 
11:00 AM – 12:00 PM 
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Cardiovascular Clinical Care 
Ileana Piña, MD, MPH 
Senior Fellow, Center for Devices and Radiological Health, FDA 
Professor of Medicine, Wayne State University 
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  Courtesy of Dale Redlund MD 

Conceptualizing Heart Failure Care 

• Heart failure is a chronic, undulating disease 

Quality of life 

Symptoms—primarily dyspnea
and fatigue 

Repeated hospitalizations 

Emotional aspects 

Social interactions—including
family 

Finances of increasing therapy
costs with shrinking dollars 

• Health Status Measures support better care 
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Primary Endpoint: Predicted KCCQ Overall Score 
The 2-point difference in early change was significant 
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Brown Bag Clinic: Montefiore 

Parameter (n=32) Mean + Std Dev 
Age (years) 61 + 14 

Gender (% women) 25% 

HF-PEF (n) 8 

EF (%) 72 + 8 

Pro BNP 1382.5 + 159 pg/ml 

HF-REF (n) 24 

EF (%) 30 + 6 

Pro BNP 7008 + 7905 pg/ml 

KCCQ overall Score 52.14 + 20.46 
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Use of online symptom tracking to guide 
treatment adaptation and crisis response 

Week 1 Week 13 

Crisis alert 

Severe 

Mild/moderate 

Normal 
CAT-MH 

1 2 3 4 

Student with mild 
symptoms enrolls in a 

program of digital 
cognitive behavioral 

therapy supported by 
coaching 

Acute exam stress leads to a mental 
health crisis, leading the student to 
endorse suicidality on the CAT-MH 

This sends an immediate alert to our 
24/7 crisis response service who 
contact the patient by phone to 

stabilize the situation 

The student is subsequently 
elevated to a therapy 

protocol (clinician 
providers) 

At the end of treatment 
program, patients can 

be discharged with 
continued ongoing 

symptom monitoring, 
to ensure new or 

worsening symptoms 
are caught early 



 

    
  
  

PRO EHR Implementation 
and 

Orthopaedic Assessments 

Amy M. Cizik,  PhD, MPH 
Research Assi stant Professor 
Department of Orthopaedics 
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PRO EHR IMPLEMENTATION 
• Research 

– Required to answer a specific questions 
– Potentially longer instrument 
– Meeting enrollment requirements and inclusion/exclusion 

criteria 
– Timepoints 

• Clinical Care 
– Generalized to meet clinical care needs 
– Shorter instrument to improve efficiency 
– Enrollment is more flexible 
– Timepoints 

• Both 
– Balance research needs with clinical implementation 

workflow 
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DATSTAT EDCap 
Research Electro n ic Da ta Capture 

C L ASCQ• Me· " , -, Neuro•Qo 
PROMIS 

 

 

  

 

STAKEHOLDERS AND PLATFORM 
Research 
Project Manager 

Data Manager 

Recruitment Manager 

Research Coordinator 

Research Coordinator 

Co-Investigators 

Clinical Care 
Staff Clinical Manager 

Surgeon Chief of Clinic 

Front Desk/Reception Staff 

Nurses and Medical Assistants 

Physician Assistants 

Trainees (Medical Students, Residents, Fellows) 

Other Surgeons in the Clinic 
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ORTHOPAEDIC SPECIFIC 

• Condition 
– Acute (Trauma) vs. Chronic (Spine) 

• Types of Measures 
– Primary (PROMIS) 
– Condition-Specific (GU/Sexual Function) 
– Legacy (ODI) 
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Joseph Chin, MD 
Deputy Director, Coverage and Analysis Group 
Centers for Medicare & Medicaid Services 



American Association 
of Kidney Patients 

aakp . org 

 
  

  
  

Patient View: 
The Importance of Patient
Reported Outcomes (PROs) 

Paul T. Conway 
Chair, Policy & Global Affairs 

American Association of Kidney Patients 

https://aakp.org/programs-and-events/2nd-annual-global-summit-global-kidney-innovations-expanding-patient-choices-outcomes/


      

     
 

    

 
  

  
  

   
  

 

  
   

 

  
 

  

  
  

  

  

 
 

  
  

 

PROs RE-ALIGN ADVOCACY CAPACITIES 

AAKP Center for Patient Research & Education 
Research Education 

• AAKP Unique Patient Database (continual data collection • Patient Training/Information on Clinical Trial 
& segmentation by disease stage) Enrollment/Participation/Retention 

• Demographic & Geo Targeting for Research & Clinical • Patient Training/How to be effective in academic &
Trials industry research initiatives 

• Clinical Trial Design & Patient Consent • COVID-19 HealthLines (webinar programs – custom tailored 
• Clinical Trial Awareness Campaigns for audiences) 
• Product Market Research (drug concept to • National Patient Meeting (largest in USA) 

interface/packaging) • AAKP “Understanding Kidney Disease” series (print/online 
• Direct patient interviews (one-on-one) programs) 
• Facilitated Patient Roundtables/Focus Groups • AAKP “Kidney Beginnings” series (print/online/interactive 
• Patient surveys (web-based/telephone) programs) 
• Flash surveys/questionnaires • AAKP Patient Plan series for managing disease
• AAKP Veterans Health Initiative (VHI) (print/online/interactive programs) 
• AAKP Social media platforms (data analytics insights) • Nutrition Program/AAKP Delicious! Recipe Cards

o Facebook @kidneypatient (print/online/App programs) 
o Twitter @kidneypatients 
o LinkedIn 
o Instagram 
o Pinterest 

• Consults & training for Patient Advisory Panels 
• AAKP & PCORI (all 17 major kidney projects, 10+ years) 

• aakpRENALIFE (national magazine) 
• Kidney Beginnings (e-newsletter) 
• Kidney Transplant Today (e-newsletter) 
• aakpRENALFLASH (e-newsletter) 
• Taking Dialysis Home (e-newsletter) 
• AAKP Pediatric Kidney Kids (e-newsletter) 
• KidneyWorks™ Employment for CKD Patients 
• Medal of Excellence Award Program 



  

  
 

   

  
  

   
 

 
  

  

 

  
 

    

    
    

 
    

     

    
  

  
 

  
   

     

AAKP Center for Patient Engagement & Advocacy 
Engagement Advocacy 

• Decade of the Kidney™ (AAKP initiated and led) 
• Ambassador Initiative (USA/Global) 
• Ambassador Toolkit 
• Ambassador Certification Program - in 

development 
• Speakers Bureau: Patient/Living

Donor/Caregiver Certified Speakers
(conferences, industry meetings, town hall 
meetings, interviews, media) 

• Social Media Training (web-based/in-person) 
• Membership Services (patient/family/living 

donor; physician; healthcare professional; 
institutional; life; corporate) 

• Flash surveys/questionnaires 
• Social Media Platforms 

• AAKP Annual Policy Summit (in-person/virtual) 
• Washington, D.C. Capitol Hill Day Visits 
• Virtual Hill Day Visits via Social Media/Online 

Platforms 
• AAKP Action Center – elected leader contacts 
• I Am a Kidney Voter (largest kidney voter 

registration campaign) 
• Public Policy Training Workshops (web-based/in-

person) 
• How to Become Your Own Public Policy

Advocate (brochure) 
• Patient Advocacy Training Guides (online/mobile 

ready) – in development 
• Targeted Digital Campaigns/Action Alerts 
• Press Releases/Statements 
• National Awards Program 
• Patient Engagement & Advocacy Awards 

Program 
• Public Service & Congressional Awards Program 
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Q&A Discussion 
To ask a question, either: 

1. Use the live Q&A feature 
in the app 

2. Click on the thought
bubble icon in the 
webcast window 
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